
No. 379 QE12

Samir Patcl, President
Oxy-Fka.lth Corporation ..

9926 Pioneer Boulevard #104
SantiI Fe Springs, CA 90670

Dear Mr. Patel:

During an inspection of your firm located in
and 24, 2000, our hwesti~ator determined

W/L 59-tJO

Santa l% Springs, California, on April 19
that yoy iii manufacties hyperbaric

chambers, Hyper-Oxy portable hyperbaric chambms am ‘dwices as defined .by Section
201 (h] of the Federal Food, Drug, and Cosmetic Act.

Our inspection disclosed that these &wiees are adulttiakd within the meaning of Section
510(h) of the Act, in that the methods used in, or the facilities or conwJls used for
nm.nufacruring, packing, and storage are not in conformance with the Good
Manufacturing Practice (GMP) requ.iremenb for the Quality System Regdation, as
specified in. Title 21, code of Fedqral ~u l,ation$ (Cl?l?), Part 820, as follows:

1.

2.

3,

Failure to establish and maintain a device master record far the Hyper-Oxy portable
hyperbtic chamber that includes a compilation of records containing procedures and
specifications for the finished device [21 CFR 820.181].

Failure to maintain device history records for l+Iyper-Oxy portable hyperbaric
chambers to demonstrate that the devices are manufactured in accordance with the
device master record [21 CFR 820.184].

Failure to establish and maintain procedures for finished dwice acceptance to GUSW

@d each finished device meets acceptance criteria [21 CFR 820.$O(d)].
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This letter is not intended to be ‘bnall-inclusive list of deficieitcies at your ficil.ity. It is
your responsibility to ensure adherence to ‘eaeh requirement 0$ the Act”and regulations.
The specific violations noted in this letter and in the Form FDA 4E3 issued at the
conclusion of the inspection may be symptomatic of serious tiderlying pioblems in your
firm’s manufacturing and quality amu.t~fi system. ,You, are responsible for investigating
and determining the causes of the violations identified by kg F~A: If ~ cause$ ~
determined to be systems problem, you must ‘“promptly’initiate “p&imuwnt &ofrective
aotimlsr . ..

., ,’

Federal Agencies are advised of the i~suance of all Warning “Letters about devices so that
they may take this information into acemmt wh& comideri@g the award of contracts.
Additionally, no prernarket submissions for devices to which the GMP deficiencies am
reasonably related will be cleared until the violations have ‘been corrected. Also, no
requests for Certificates for Exportability will be approved until the vhlalkms related to
the subject devices have been corrected.

You should take prompt action to correct these deviations. Failure to promptly correct
these deviations may rmult in regulatory action being initiated by the Food and Drug
Administration without fbrther notice. These actions include, but are not limited to,
seizure, injunctio~ a.ndfar civil pemlties.
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Sincerely,

(’J&#w+.
Acting District Director

cc: State Department of Public Health
Environmental H@l$ Seryicm
Ah: Chid, ~OOif &d Drug Branch
601 North 7th Street, MS-357
Sacramentoz CA 94234-7320

Peter Lewis, President
Hyperbaric Technologies Inc,,
One Sam Stratmn Road, PO Box 69
Amsterdam, NY 12010
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19900 MacArthur Blvd., Ste 300
Irvine, California 92612-2445
Telephone (949) 798-7600

JUN 132000

Srimir Patel, President
OxY-Health Corporation
9926 Pioneer Boulevard #l 04

Santa Fe Springs, CA 90670

Dear Mr. Patel:

This letter is being sent in follow-up to Warning Letter 59-00 issued to your firm on June 9,
2000. The second paragraph of the letter mistakenly states that the portable hyperbaric chambers
your firm manufactures are adulterated within the meaning of Section 510(h) of the FOOL Drug
& Cosmetic Act. This sentence should read these devices are adulterated within the meaning of
Section 501 (h) of the Food, Drug& Cosmetic Act.

We regret any inconvenience this may have caused you.

Sincerely, ~

$ I*L
‘w
Thomas L. Sawy
Acting District Dmctor ●

cc: State Department of Public Health
Environmental Health Setices
Attn: Chief Food and Drug Branch
601 North 7th Street, MS-357
Sacramento, CA 94234-7320

Peter bwis, President
Hyperbaric Technologies, Inc.
One Sam Stratton road, PO Box 69
Amsterdam, NY 12010


